
L4 CEINDRES+ Special 510(k) - SF1-Bar® 09.05.2011

METAUX USA

SEE 2F

Attachment: 510(k) Summary

Applicant's Name and Address
Submitter: CENDRES±METAUX SA

Rue de Boujean 122
2501 Biel/Bienne, Switzerland
Phone: +41 58 360 20 09
Fax: +41 58 360 20 10

Contact Person: Tanja Bongni
Consultant Regulatory Affairs

Date of Submission: May 09, 2011

Name of the Device
Trade Name: SF1-Bar®
Common Name: Abutment, Dental, Endosseous implants
Classification Name: Endosseous Dental Implant Abutment
Regulation Number: 21 CFR 872.3630

Legally Marketed Device to which Equivalence is Claimed (Predicate Device)
Predicate Device(s): K073628,K1(83876, K102382

Description of the Device
Device Description: The SF1-Bar® provides the connection between compatible dental

implant systems for the fixation of removable overdentures. The SF1-
Bar® consists of an implant adapter (abutment) and a stress-free bar for
the fixation of removable overdentures. The implant adapter is screwed
into the dental implant.

The implant adapter (abutment) fit the Thommen SPI® Element
Platform 0 4.0 mm /the Neoss ProActive Implant 0 3.5 /4.0 /4.5/
5.0 / 5.5 mm and the Straumann dental implants! ITI Dental Implant
System® Standard 0 4.1 and 0 4.8 mm / Standard Plus 0 4.1 mm and
0 4.8 mm / Tapered Effect 0 4.1 and 0 4.8 mm and Regular Neck
(RN) 0 4.8 mm.

The implants (min. 2) in the mandible can be fitted with the SF1-Bar®
immediately after implantation, provided the following criteria are met:
- Implant manufacturers permit immediate loading in their

system.
- No necessity for simultaneous guided bone regeneration;

implants surrounded on all sides by local bone.
- Implant insertion torque min. 35 Ncm.

- All parts are sterilized or disinfected.
- Pull-of strength during osseointegration <20 N.
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Intended Use of the Device: The SF1-Bar® is intended to be used with the implant manufacturer's
(TABLE A) implant to provide support for fixation of overdentures.

TABLE A Compatible Commercial Implant Manufacturers:
Implant Company Implant System Implant Platform

Dia meter
Thommen Medical SPI® Element 4.0 mm

Platform ___________

Neoss Neoss ProActive 3.5 /4.0 /4.5/ 5.0!
Implant 5.5 mm

Institut Straumann ITI Dental Implant Standard 4.1 and 4.8
System® mm/

Standard Plus 4.1 and
4.8 mm!
Tapered Effect 4.1 and
4.8 mm!
Regular Neck (RN) 4.8
mm

Summary Technological
Characteristics: The proposed labelling change to the SF1-Bar® is substantially

equivalent to the currently marketed predicate devices. The intended
use, basic design, fundamental operating principles and manufacturing
procedures are the same as the predicate device.

The material of the implant adapters conform to ASTM F 136, Wrought
Titanium-6Aluminium-4Vanadium ELI Alloy for Surgical Implant
applications (UNS R 56401). The parts for the SF1-Bar® System are
manufactured from wires.

Comparison /Compatibility
Substantially Equivalence: The proposed implant adapters are substantially equivalent to the

currently marketed predicate devices. The intended use, basic design,
fundamental operating principles and manufacturing procedures are the
same as the predicate device.

To ensure compatibility the following process was carried out:
The implant adapters are developed and manufactured in close
cooperation with the implant companies (see TABLE A, column "Implant
Company").
There are Quality Agreements between CENDRES+METAUX and the
implant companies in place. Those agreements handle among other
things the Design Control, Change Control, Complaint Handling and Post
Market Surveillance.
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TABLE B summarizes the substantial equivalence comparison to the predicate device:

TABLE B Substantial Equivalence Cornparison to Predicate Devices:
Attribute Candidates Predicate Device Predicate Device

SFI-Bar® SF-Bar® RN synOcta®
5 10(k) Number K(083876, K073628

K(102382
Design / construction Machined, screw-retained Machined, screw-retained Machined, screw-retained
Anatomical Site Oral Cavity Oral Cavity Oral Cavity
Platform compatibility ITI Dental Implant ITI Dental Implant TI Dental Implant

System®: Standard 0 4.1 System@: Standard 0 4.1 System®:
mmn and 0 4.8 mm / mm and 0 4.8 mm / Standard 0 4.8 mm RN
Standard Plus 0 4. 1 mm Standard Plus 0 4.1 mm and 0 6.5 mm WIN /
and 0 4.8 mm!/ and 0 4.8 mm / Standard Plus 0 4.8 mm
Tapered Effect 0 4.1 mm Tapered Effect 0 4.1 mm and 0 6.5 mm WN/
and 0 4.8 mm! and 0 4.8 mm /Tapered Effect 0 4.8 mm
Regular Neck (RN) 0 4.8 Regular Neck (RN) 0 4.8 and 0 6.5 mm WN
mm mm

Neoss ProActive Implant: Neoss ProActive Implant:
0 3.5 /4.0 /4.5 /5.0/ 0 3.5 /4.0 /4.5 /5.OI
5.5 mm 5.5 mm

Thommen Implant System: Thommen Implant System:
SPI® Element Platform 0 SPI® Element Platform 0

___________4.0 mm 4.0 mm _______

Device Material Wrought Titanium- Wrought Titanium- Titanium abutment,
6Aluminium-4Vanadium 6Aluminium-4Vanadium Ceramicor sleeve
ELI Alloy for Surgical ELI Alloy for Surgical
Implant applications Implant applications

Manufacturer CENDRES±METAUX SA CENDRES±METAUX SA Institut Straumann AG
Indication for Use The SF-Bar® is intended The SF-Bar® is intended Abutments are intended to

to be used with the to be used with the be placed into dental
implant manufacturers implant manufacturers implants to provide
(see TABLE A) implant to (see TABLE A) implant to support for prosthetic
provide support for fixation provide support for fixation reconstructions such as
of overdentures. of overdentures. crowns, bridges and

overdlentures.
Operating principle / Impression taking: Impression taking: Impression taking:
Basic Design optional, optional, required.

preassembled (plug-in preassembled (plug-in Abutment Implant
connection). connection), connection: Screw fixation.
Abutment implant Abutment implant Bar connection: soldered.
connection: screw fixation, connection: screw fixation. Connecting principle to
Connecting principle to Connecting principle to overdenture: retentive
overdenture: retentive overdenture: retentive system.
system. system.
Bar fixation on implant: Bar fixation on implant: Bar fixation on implant:
screwed. screwed. screwed.
Function: stabilization and Function: stabilization and
primary splinting of primary splinting of
implants. implants.

Countering forces that Countering forces that Countering forces that
would dislodge the would dislodge the would dislodge the
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Attribute Candidates Predicate Device Predicate Device
denture, distribution of denture, distribution of denture, distribution of
shear forces, resilience shear forces, resilience shear forces, resilience
compensation. compensation. compensation.

Cleaning procedures for Cleaning procedures for Cleaning procedures for
patient: common patient: common patient: common
procedure for oral hygiene. procedure for oral hygiene. procedure for oral hygiene.

Patient handling: Patient handling:
common cleaning and common cleaning and
insertion of denture. insertion of denture.

Shelf life 95% after 10 years 95% after 10years 95% after 10 years
Packaging, materials and Produced on process Produced on process Produced on process
processes orientated CNC machines. orientated CNC machines. oriented CNC machines.

The last step is a validated The last step is a validated The last step is a validated
cleaning process (same cleaning process (same cleaning process (same
processes). processes). process).

Packaging: dental blister, Packaging: dental blister, Packaging:
non-sterile, non-sterile, non-sterile.

Abutment /implant Yes (this submission). No. Yes. Abutment cleared for
adapter used in context immediate loading.
with the immediate
loading. ____________ _________ ___

Performance Data: Validation of Sterilization for the metallic components, evaluation of the
intended manual disinfection procedure with SF1-Bar® Retention inserts
G, application and functional testing based on literature research have
been conducted to evaluate the performance characteristics of the 5FF-
Bar®. The test methods used were the same as in the predicate device.
Testing has shown that the SF-Bar® is equivalent in performance
characteristics to the predicate SF-Bar®. The acceptance criteria were
met.

Summary of Testing to
Demonstrate Safety and
Effectiveness /Conclusion: Non-clinical test data was used to support the substantially equivalence

claim. Clinical testing was not necessary. Non-clinical testing consisted
of analysis of platforms to identify worst-case test samples. Fatigue
testing was not done as the basic design is the same than the predicate
device. The evaluation was based on FDA guidance "Class 11 Special
Controls Guidance Document: Root-form Endosseous Dental Implants
and Endosseous Dental Implant Abutments." Application and functional
tests are based on the predicate device and literature research.
The summary of technological characteristics indicate that the device is
safe and effective for its intended use and performs as well or better than
the predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES I'ubliclcalilhscivice

MI. I ania IBongni
ConLrIt4 Int ICeUulatorv ,\ itirs

CndreS-MCN'i SA
RueC do l3or-ijC 1 eon
fBiel/ lBielne
Switzerland 2301 -

Re: K I11390
lrade/Device Name: SF[-Bar®D

Regulation Nurmber: 21 CFR 872.3630
ReguLlation Name: LndCo seOus Denial Implant Albutmnent
ReguLlatory Class: 11
Prloduct Code: NI-IA
Dated: August 23, 2011
Received: A~loUSt 29. 2Q11

Dear- N'Is. IBongni:

\Ve have ievi owed your1 Sc~tion 5I 10(k) premarket notification o fintent to market the device
re f re need above andc hav'e deermi ned the device is substantial! v equivalent1 (for1 the
i-id ications or0 Uise stated in the enlosrire) to legally marketed predieate devices marketed inl
nterstato cornmerce prior. to NIay 28, 1 976, the enactment date of the NIed ical Device

Amend ments, or to devices that have been reel assif[iedl in accordance with the provisions of'
the Federal Food, Drtr, and Cosmetic Act (Act) that do riot reqUire approval of a premarket
approval applicationl (PN4A). \'OU may. therefore, market the device, subject to the general
controls provision-s of the Act. The general controls provisions of the Act inll~ude
requiremen~lts for annlual registration. listing of dlevices, good manulfa1ctur-ing pr1actice
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI- does
not e\'all uate information related to contract IliabilIity' warranties. We rem il 111 oU, however.
that device labelMi mrrLSt be trurthfurl and not misleading.

IfI your device is classified (see above) into either class 11 (Special Controls) or class III
(P!NI A) ± it may be subject to add itional controls. FLXi stinlg mlajor- regulations affecting \'oLrr
device Canl be fotinci ill the Code of Federal Regni lations. Title 2 I1, Parts 800 to 898. Inl
addition. FDA may pub!lish fur ther announcements con1cerning youlr device inl the Federal
ReLgister.



l'aue 2 - Nds. lBonin

[Please be advised that FDA's issuance of a substantil equtivalence determination does not
mean that FDA~ ha s nmci a deterination thLat your (Ie\vice cOmrl)IiCS with other requtirements
o thWe Act or any FederC~al statutes and reguilattions administered by other Federal agencies.
You Must compIly xwiih all the Acts recruirments. including, but not limited to: regtistration
and listing (2 1 CI< art 801) labeling (2 1 CFI< Part 801); medical de\'ice reportinu-
(rporting of imed ical dcx'ice-related ad verse events) (2 1 CFR 1803); &'o0d mnain act Urinu
rum[ice requirements as set forth in the q ual ity systems (QS) regulation (2 I CF-R Part 820);
and if applicable, the electronic prodUct radiation control provisions (Sections 53 1-342 of
thle Act); 2 1 C1FR 1000- 1050.

I f you desire spec i fic advice for your de vice on otir l abeli ng regulation (2 I C.F R Part 80 1)
please go to htw://x\,v\\.[fdasvov/AboutFDA/CentesO ftices/c[)RI-/CDRII-C)flilces
/ucin II 5809.htn) for the Center fOr Devices and R~adiological Iealth's (CDRI-l's Offce of
Compliance. Also. Please note the reaulation entitled. "Misbrandinig by reference to
premarket nod fication' (2 1 C FR Part 807.97). For questions regarding the reporting of
ad verse events uinder Whe N4 DR r-eguat ion (2 1 CFR Part 803)1 please go to
Li :/xww.u Ida. no '/tMed ical Devices/Sa fetv/epo nrt F WN rbnd Lu t hun for the CD 1<-Is

Office of7 S urye ilIlance and B i ometrics/D ivision ofiPostiriarket S u rveilIlan)ce.

You may obtai other gzeneral information onl your responsibilities tinder the Act from the
Division of Smnall N~lant e trers. International and Consumer Ass istance at its tolI -kfee
inumber (800) 638-204 1 or (301) 796-7 100 or at its Internet address
http://vxvgIda.n 'ov/Med i calI Devices/Peso urCes forI You/Iustry/dC [anult. h t In.

Sincerely yours,

Anthony D. Watson, B.S.,. MS., M,.B.A.
Diretr
Division of Anesthesiology. Genek mllospitl,

inflection ContraI and Dental Devices
Office of Device Evaluation
Center For Devices and

Rad ioalogical Ilea! th

Enclosure
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Attachment: Indications for Use Statement

Device Name: SF1-Bar®

Indications for Use:
The SF1-Bar® is intended to be used with the implant manufacturer's implant (TABLE a) to provide
support for fixation of overentures.

Implant Company Implant System Implant Platform Diameter
Institut Straumann ITI Dental Implant System® Standard 4.1 and 4.8 mm!/

Standard. Plus 4.1 and 4.8 mm!
Tapered Effect 4.1 and 4.8/
Regular Neck (RN) 4.8 mm

Thommen Medical SPI® Element Platform 4.0 mm
Neoss Neoss ProActive Implant 3.5/4.0 /4.5 /5.0 /5.5 mm
TABLE a Compatible Commercial Implant Manufacturers

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PACE IF NEEDED

(D~visin SignOff) Lncurrence of CDRH, Office of Device Evaluation (ODE)

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number: V fi
Prescription Use _X OR Over-The-Counter Use ___
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